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2 rue Louis Pasteur
14200 Hérouville Saint Clair France

cenexi

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAITU3A

Product: / Npoaykr:

SAP-Code: / Koa SAP:
Batch no.: / Cepusa No

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBWOH®, pacTteop ans
BHYTpUMbIWeYHoro BeegeHusi, 100 mr+100 mr+1 mr

28058493
ES25

Manufacturing date (mm.yyyy):

Hata npoussogcTBa (MM.ITIT):

07.2022

Expiry date (mm.yyyy):
Cpok rogHocTy (MM.ITIT):

06.2025

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MpousBoauTesib B COOTBETCTBUMU

c perucTpauunen B Poccum:

CEHEKCW 3in43cCu, ®paHuusa

Parameter / NMokasaTenu

Specification limits / Hopmebi

Results / Pesynbtarthi

Appearance / OnucaHnue

Clear red solution. / MpospayHblii
pacTBOp KpacHoro LBeTa.

Clear red solution. /
[Mpo3payHblil pacTeop
KpacHoro LgeTa.

Identification /
MoanvHHOCTL

-Thiamine hydrochloride /
TuamuHa rugpoxnopus

-Pyridoxine hydrochloride
/ MupngokcnHa
ruapoxnopug

-Cyanocobalamin /
LinaHoko®anamuH

The retention times of the main peaks
of thiamine hydrochloride, pyridoxine
hydrochloride and cyanocobalamin in
the chromatograms of test solutions
should comply with the retention
times of respective peaks in the
chromatograms of reference
standards solutions of thiamine
hydrochloride, pyridoxine
hydrochloride and cyanocobalamin
(Assay section). / BpemeHa

YOS PKUBAHUA OCHOBHbBIX MUKOB Ha
XpomaTtorpamMmmax UCnbITyeMbixX
pacTBOpPOB AOMiKHLI COOTBETCTBOBATL
BPEMEHAM YAepX1UBaHWA
COOTBETCTBYIOLLMX NUKOB Ha
XpomaTorpamMmmax ctaHaapTHbIX
pacTBOPOB TMAMMWHA MMApPOXIopuaa,
NUPWOOKCUHA rapoxnopuaa u
umaHokobanamuHa (pasgen
«KonuyecteeHHoOe onpegeneHnes).

Complies / CooteetctBYET

FIE
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2 rue Louis Pasteur

14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS /| CEPTUPUKAT AHAJIU3A

Product: / Mpoaykr:

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEWPOBUOH®, pacteop ans
BHYTpUMbIWeYHoro BeegeHus, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28058493
Batch no.: / Cepua Ne E925
Manufacturing date (mm.yyyy):

Hata npoussoacTea (MM.ITIT): 07.2022
Expiry date (mm.yyyy):

CpoK rogHoCcTH (MM.rrrr): 06.2025

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MpousBoguTensL B COOTBETCTBUM

c peructpauuei B Poccuum:

CEHEKCW 31n43cCu, PpaHuus

Clarity / lNpospayHocTs

The opalescence of the product
should not exceed the opalescence
of reference standard |. /
OnanecueHurA npenapaTa He
LOMKHa NpeBbILaTh onanecueHLumio
aTancHa cpaeBHeHus .

Complies / CooTeeTcTBYET

Color / LieTHOCTL

The sample solution should be at
least as colored as standard solution
1 and not more colored than the
standard solution 2. / MpenapaTt
LOIMKeH OblITb OKpalleH He MeHee
WHTEHCUBHO, YeM CTaHAapTHbINA
pacteop 1, U He Bonee UHTEHCUBHO,
4YeM cTaHAapTHbIA pacTeop 2.

Complies / CooTBeTcTBYET

pH / pH

Refraction index n2°/ From 1.345t0 1.349/07 1,345 00 | 1.347
MNokasaTtens 1,349
npenomnexus n2°
Relative density d33 / From 1.019t0 1.023./01 1,019 go  |1.021
OTHocuTenbHasn 1,023.
MroTHoOCTb d5]

From3.7t04.2. /0Ot 3,7 no4,2. 3.9

XX thco
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2 rue Louis Pasteur

14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATIU3A

Product: / Mpoaykr:

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBWOH®, pacTteop ans
BHyTpUMBIWeYyHoro BeeaeHus, 100 mr+100 mr+1 mr

SAP-Code: / Kon SAP: 28058493
Batch no.: / Cepusi Ne E925
Manufacturing date (mm.yyyy):

Harta npousBofacTBa (MM.ITIT): 07.2022
Expiry date (mm.yyyy):

Cpok rogHoCcTU (MM.ITIT): 06.2025

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MNpousBoauTesnb B COOTBETCTBUM

¢ peructpauuei B Poccuu:

CEHEKCW 31#43cCu, ®paHuusa

Particulate matter /
MexaHu4eckue
BKITHOYEHUS

Subvisible particles: / Hesudumsie
yacmuubi:

2 10 um particles - not more than
6000/ampoule. /Yactuy pazmepom
2 10 mKkm — He Gonee 6000/amnyna.

2 25 ym particles - not more than
600/ampoule. / YacTtuL, pasmepom
= 25 MKkM — He Bonee 600/amnyna.

21/ampoule / 21/amnyna

0/ampoule / 0/amnyna

Related substances /
PogcTteeHHbIe Npumeck

Cyanocobalamin impurities: /
lMpumecu yuaHokobanamuHa:

UDP 17 — not more than 7.0 %. /
UDP 17 — He Gonee 7,0 %.

Single unidentified impurity — not
more than 5.0 % / EQuHW4Hasn
HenaeHTUULIMpoBaHHasA NpUMech —
He Bonee 5,0 %

Total impurities — not more than
13.5 %. / Cymma npumecein — He
Bonee 13,5 %.

0.6 %

0.3%

1.9%

Bacterial endotoxins /
BbakrepuanbHble
3HAOTOKCUHBI

Not more than 10 1.U./mL. / He 6onee
10 E3/mn.

Complies / CooTseTctBYET

A ELE
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2 rue Louis Pasteur

14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®OUKAT AHAJIU3A

Product: / Mpoaykr:

SAP-Code: / Kog SAP:
Batch no.: / Cepua Ne

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEMPOBUOH?®, pacTteop ans
BHYTpUMbILWeYyHoro eeBegeHus, 100 mr+100 mr+1 mr

28058493
E925

Manufacturing date (mm.yyyy):

NaTta npousBoacTea (MM.ITTT):

07.2022

Expiry date (mm.yyyy):

Cpok rogHOCTU (MM.ITTT):

06.2025

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

lMpouzsoauTens B COOTBETCTEBUU

c perucTpaumen B Poccuu:

CEHEKCW 3nu3cCu, ®paHuua

Sterility / CtepunbHocTb

Must be sterile. / JonxeH 6bITb
CTEPUIbHBIM.

Sterile / CtepuneH

Assay / KonudectBeHHoe
onpegenexHue

Thiamine hydrochloride /
TwamuHa rugpoxnopua

Pyridoxine hydrochloride /
MupraoKcuHa
rmgpoxnopug

Cyanocobalamin /
LinaHokob6anamuH

Potassium cyanide /
Kanua umaHung

From 93 % to 105 % of label claim. /
OT1 93 % pgo 105 % oT 3aABnNEHHOro
Konu4yecTea.

From 94 % to 105 % of label claim. /
OT 94 % po 105 % oT 3asBneHHoro
Konun4yecTea.

From 95 % to 115 % of label claim. /
OT1 95 % po 115 % oT 3aaBneHHOro
Konn4yecTea.

Not more than 100 % of label claim. /
He 6onee 100 % oT 3asBNEeHHOro
KkonuyecTea. :

99 %

99 %

109 %

89 %

c1c AX
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CEﬂ e I\I 2 rue Louis Pasteur

14200 Hérouville Saint Clair France
CERTIFICATE OF ANALYSIS /| CEPTUDUKAT AHATNTU3A
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Product: / Mpoaykr: NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBUOH®, pacteop ans
BHyTpUMbIWeYHoro seeaeHnus, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28058493

Batch no.: / Cepusi Ne ES25

Manufacturing date (mm.yyyy):

[Harta npousBoacTea (MM.ITIT): 07.2022

Expiry date (mm.yyyy):

Cpok rogHocTH (MM.ITIT): 06.2025

Manufacturer according to the

registration in Russia: CENEXI HSC, France

MNpousBogutents B COOTBETCTBUMU

€ peructpauuven B Poccuu: CEHEKCW 3#43cCun, ®panuus
Package / Ynakoska 3 mL of product in type | amber 3 mL.of praduct in typs | amber

glass ampoules. Ampoule has
one-point-cut and a marking
strip.

3 ampoules in a blister and a
patient information leaflet in a
carton. / Ilo 3 mn npenapara B
amnyny 13 TeMHoro crekna
Tuna |. Ha amnyny HaHeceHa
TOYKa pasnoma u
MapKUpYLLas nornocka.

Mo 3 aMnyrnkl B KOHTYpHOM
SYENKOBOW YNaKoBKE BMecCTe C
WHCTPYKLUMER NO NPUMEHEHUIO B
naqky KapTOHHYIO.

glass ampoules. Ampoule has
one-point-cut and a marking strip.
3 ampoules or 10 ampoules in a
blister and a patient information
leaflet in a carton. / Mo 3 mn
npenaparta B amnyny u3 TEMHOro
crekna Tuna l. Ha amnyny
HaHeceHa To4ka pasnoma v
MapKupytoLas nonocka.

Mo 3 amnynbl nnw no 10 amnyn B
KOHTYPHOW AYENKOBONM ynakoBke
BMECTE C UHCTPYKUMER no
NPUMEHEHUIO B MAYKy KApPTOHHYIO.
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2 rue Louis Pasteur
14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHATIU3A

Product: / Mpogykr:

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBUOH®, pacTeop ans
BHYTPUMbILWeYyHoro BeegeHus, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28058493
Batch no.: / Cepusa Ne E925
Manufacturing date (mm.yyyy):

QdaTta npou3soacTBa (MM.ITIT): 07.2022
Expiry date (mm.yyyy):

Cpok rogHocTH (MM.ITIT): 06.2025

Manufacturer according to the

reqgistration in Russia:

CENEXI HSC, France

[MpousBoauTENL B COOTBETCTEUM

¢ perucrpaumei B Poccun: CEHEKCHW 3i43cCu, ®paHuunna

Labeling / MapkupoBka

According to ND. /
B cooteeTcTaum ¢ HI, Complies. / CooTBeTcTBYET.

Storage / XpaHeHune

At the temperature from 2 to 8 °C. / [Npu Temnepatype o1 2 go 8 °C.

Shelf-life / Cpok rogHocTK

3 years. / 3 ropa.

Assessment: / 3akntoueHue: The batch complies with the specification according to ND NICP-

004589/08-141221 / Cepua cooTBeTcTBYET TpeboBaHUAM
HopmaTuBHOW aokymeHTauumn Ne JICP-004589/08-141221.

Date / Signature of Qualified Person/

Oarta / noanucb KBanupuuMpoBaHHOro nuua:

Name / ©.1.0.:

Position / JomkHOCTb:

E. LEMANISSIER C.FILLOLS i

01 SE& 2022

01 SEP. 2022




